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DETAILED ACTION 

Election/Restrictions 
Applicants' election without traverse of Group II, claims 31-40, in the reply filed on July 
23, 2007 is acknowledged. Claims 21-30 (Group I) are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a non-elected invention, there being no 
allowable generic or linking claim. No claims have been amended or canceled. Claims 41-44 
have been added. Accordingly, claims 31-44 are examined on the merits herewith. 

Claim Rejections - 35 USC § 112, second paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 32 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 

failing to particularly point out and distinctly claim the subject matter which applicant regards as 

the invention. Claim 32 recites the limitation "beta-lactoglobulin" and a particular ratio of 

lactoferrin to beta-lactoglobulin. There is insufficient antecedent basis for this limitation in the 

claim, as claim 31 does not recite beta-lactoglobulin. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 31-44 are rejected under 35 U.S.C. 103(a) as being unpatentable over Fuchs et 
al. (US 6,887,850 B2) in view of Laiterie Cooperative de Baignes Sainte-Radegonde et ses 
Environs (FR 2296428 A1) (Sainte-Radegonde); Zehner et al. (US 6,777,397); Lands 
("Biochemistry and physiology of n-3 fatty acids," FASEB Journal, 6:2530-2536, 1992; Cavazza 
(US 6,932,999) and Baylor College of Medicine (EP 295009 A2) (Baylor). 

Fuchs et al. disclose a pourable, artificial nutritional composition having at least 1 kcal/ml 
and a viscosity below 100 mPa (see col. 7, lines 10-12 and 32-36). The temperature for this 
viscosity is not indicated, but the reference does not indicate that the composition is heated or 
cooled at this stage, and Applicants' 21° C is about room temperature. Thus, if the viscosity is 
about 7-40 mPa without heating or cooling, the viscosity is below 100 mPa at 21° C. 

The composition contains, on a calorie basis, about 8-20% protein, 18-40% lipid and 40- 
65% carbohydrate (see col. 5, line 35, to col. 6, line 18). One example of the ratio of these 
components on a weight basis is, as protein:lipid:carbohydrate, 4.8:2.8:13, with a water content 
of about 79% (see col. 9, Example 1). The protein may be non-hydrolyzed whey protein (see 
col. 3, lines 7-10). These amounts fall within the numerical ranges of claims 31, 33 and 34. The 
composition also contains about 15-30% polyunsaturated fatty acids, with omega-6 and omega- 
3 fatty acids in a ratio of about 1:1 to 10:1 (see col. 5, lines 56-65). The carbohydrate may be 
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sucrose or fructose or other sugars, which have a glycemic index below 80 (see col. 6, lines 15- 
18; see also Zehner et al., col. 2, lines 28-37). 

Fuchs et al. do not disclose that their composition contains lactoferrin or beta- 
lactoglobulin, a lactoferrin:beta-lactoglobulin ratio of greater than 1:15, or a lactoferrin: protein 
ratio greater than 35:1000 (greater than 0.035:1) by weight. Fuchs et al. also do not disclose 
the length of the fatty acid chains in their compositions or adding carnitine to their compositions. 

Sainte-Radegonde discloses a pourable, artificial nutritional composition as a milk 
substitute in which a protein mixture is used to replace casein, the primary protein in milk. This 
protein mixture is easier to digest and is more well absorbed than the protein mixture naturally 
present in milk, and it has several other advantages. It restores health to those suffering from 
malnutrition or poor absorption from the Gl tract. It provides a low-protein diet that is necessary 
for certain metabolic illnesses. It allows for recolonization of "Bifidus" type bacteria in the Gl 
tract. It treats certain infections, particularly those causing diarrhea. It allows for the 
administration of iron in the form of an organic salt. It treats certain metabolic disorders, such 
as those caused by consuming milk with too little iron (see p. 2). This protein mixture contains 
2% lactoferrin, within a range of 1.6 - 2.6%, and 47% beta-lactoglobulin, within a range of 32.9 
- 61.1% (see p. 3, second paragraph). A ratio of 2.6% lactoferrin to 32.9% beta-lactoglobulin is 
0.079, which exceeds a 1:15 ratio (0.067). It would have been obvious to one of ordinary skill in 
the art at the time that the invention was made to replace the protein component of Fuchs et al. 
with the protein mixture of Sainte-Radegonde, because Sainte-Radegonde discloses multiple 
health benefits derived from consuming this protein mixture, as discussed above- good 
digestion and absorption, good iron content, protection against infection and diarrhea, 
recolonization of beneficial normal flora, etc. 
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Regarding claim 37, as noted above, Sainte-Radegonde discloses that it is beneficial to 
use fatty acids that are of short and medium length, up to 20 carbons. Thus, it would have been 
obvious to one of ordinary skill in the art at the time that the invention was made to use fatty 
acids containing 20 carbons or less in the compositions of Fuchs et al. Fuchs et al. disclose 
using medium chain monounsaturated and saturated fatty acids in the lipid component and that 
a source for the lipid component is a plant oil containing a mixture of unsaturated and saturated 
fatty acids, such as sunflower oil, safflower oil, rapeseed oil, olive oil or canola oil (see col. 5, 
line 48, to col. 6, line 8). Thus, one of ordinary skill in the art at the time that the invention was 
made would have reasonably expected the lipid component to have at least 5% by weight of 
short and medium chain fatty acids. 

Regarding claim 39, Cavazza discloses milk compositions that are nutritional 
supplements and that contain 0.5-1 .5 mg/ml of carnitine (see Table in col. 6). A carnitine 
concentration of 1 mg/ml is 0.1%. Cavazza discloses that carnitine (L-carnitine) is necessary for 
the beta-oxidation of fatty acids and the synthesis of essential polyunsaturated fatty acids 
(omega-3 and omega-6) from the fatty acids consumed in food (see col. 2, lines 52-62; col. 3, 
lines 33-49; and col. 4, line 25, to col. 5, line 15). It would have been obvious to one of ordinary 
skill in the art at the time that the invention was made to add at least 0.015% by weight of 
carnitine to one of the milk compositions of Fuchs et al., because Cavazza discloses that about 
0.1% carnitine promotes the synthesis of therapeutic polyunsaturated fatty acids from the fatty 
acids normally present in milk and other comestible dairy products. 

Regarding claim 40, Fuchs et al. disclose that their compositions are nutritional 
supplements intended for elderly patients with limited appetite, anorexic patients and patients 
with various digestive disorders (see col. 1, lines 10-21). An eight oz. serving, a reasonable 
size to consume for one with limited appetite, is about 237 ml. It would have been obvious to 
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one of ordinary skill in the art at the time that the invention was made to package single servings 
of these compositions for patient convenience, a practice in the area of nutritional supplements 
that was conventional at the time of the invention. Thus, it would have been obvious to one of 
ordinary skill in the art at the time of the invention to package one of the compositions of Fuchs 
et al. in sizes of 20-400 ml. 

Regarding claim 42, neither Fuchs et al. nor Sainte-Radegonde discloses a 
lactoferrin:protein ratio of greater than 0.035:1 (35:1000). Baylor discloses that the 
concentration of lactoferrin in human milk is about 1-3 g/L and that the functions of lactoferrin 
are to bind iron in milk in a form that is well absorbed through the Gl tract and to inhibit bacterial 
infections (see p. 8, lines 30-37). Thus, it would have been obvious to one of ordinary skill in 
the art at the time that the invention was made to add lactoferrin to a synthetic milk nutritional 
supplement, such as one of those of Fuchs et al., in the amount of 3 g/L. One milk composition 
of Fuchs et al. contains 4.8% protein by weight, or 48 g/L (see Example 1, col. 9). 3 g of 
lactoferrin to 48 g of protein is a ratio of 0.0625:1. The nutritional supplement milk compositions 
of Baylor contain less protein, 15-22 g/L of protein, which provides an even higher ratio of 
lactoferrin:protein. Therefore, this feature does not distinguish the claimed invention over the 
prior art. 

Regarding claim 43, Lands discloses that omega-3 fatty acids are 20 carbons in length 
(see p. 2531, right col.). As discussed above, Fuchs et al. disclose that the lipid component in 
their compositions has 15-30% polyunsaturated fatty acids (omega-3 and omega-6). Thus, one 
of ordinary skill in the art at the time that the invention was made would have reasonably 
expected the lipid component in the compositions of Fuchs et al. to have at least 5% by weight 
of omega-3 fatty acids that are 20-22 carbons in length. 



Application/Control Number: 10/541,566 Page 7 

Art Unit: 1652 

Regarding claim 44, this claim reads on a composition having no glycomacropeptide. 
Fuchs et at. and Sainte-Radegonde do not disclose that their compositions contain 
glycomacropeptide. Thus, this claim limitation does not distinguish Applicants' invention over 
the prior art. 

In short, the claimed invention reads on a synthetic milk composition of Fuchs et al. in 
which the protein component is substituted with the protein mixture of Sainte-Radegonde (the 
multiple health benefits of which are disclosed by Sainte-Radegonde) and in which the 
lactoferrin concentration has been increased to a physiological concentration. The beneficial 
effects of lactoferrin are disclosed by Sainte-Radegonde and Baylor (cited in Applicants' IDS), 
as well as by most of the other references cited in Applicants' IDS (e.g., Troost et al.; Kakunai 
Juyotai Kenkyusho KK, JP 2003-137808; Kruzel et al, WO 98/50076; Spilburg et al, WO 
01/8955; and Pola et al, WO 02/40013). 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Rosanne Kosson whose telephone number is 571-272-2923. The 
examiner can normally be reached on Monday-Friday, 8:30-6:00, alternate Mondays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ponnathapu Achutamurthy can be reached on 571-272-0928. The fax phone 
number for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Rosanne Kosson ^ 
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